
DEPARTMENT OF HEALTH 8a HUMAN SERVICES 

Food and Drug Administration 
Rockvillie MD 20857 

August 23, 2000 

Ms. Marcia C. Leatham MD 
Biosense Webster Inc 
3333 Diamond Canyon Road 
Diamond Bar, CA 91765 

Dear Ms. Leatham: 

Your petition requesting the Food and Drug Administration to grant a two- 
part variance affecting the performance standard for electrode lead wires & 
patient cable was received by this office on 08/23/00. It was assigned 
docket number OOP-1265/CP 2 and it was filed on 08/22/00. Please refer to 
this docket number in future correspondence on this subject with the Agency. 

Please note that the acceptance of the petition for filing is a procedural 
matter in that it in no way reflects an agency decision on the substantive 
merits of the petition. 

Sincerely, 

Helen K. Harris 
Dockets Managemlent Branch 


